JEPKABHA CJYXXBA 3 JIKAPCHKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KU€BI

nipos. Hazii Ceitnuanoi, 3. 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua. Koa €APTIOY 37079055

BUCHOBOK
npo siKicThL BBe3enoro B YKkpainy JlikapchKoro 3acody

16.04.2025 Ne 19021/25/26

ATEPA A
(HARMCHYBAKKS AIKAPCHKOIO 3ac0By 3riAN0 3 peCeTpaLtiittnm NOCRIUEH M)
Tabaerku no 40 Mr/5 mr, no 14 Tabserox y 6aicrepi, no 2 Gaicrepu B kaprouuiil kopobui
(hopMa BUIYCICY , AOTYBALHA. BHA NAKYBAHNS aicapeskoro sacofy)

Homep peectpausifinoro nocaimuenin UA/19120/01/01 crpok aif peccrpauifinoro nocaiucwa 11.01.2027
Cepin nikapenkoro yacoby Ne 40225 Kisngicts ssesenoro aikapenkoro sacody 17506

Bupo6uik Mapmanentyunuit 3asoj losepapma” €, A, Tosbiia
(nafsrcny Bamis sHpoliia AKapesKoro 3acofy. KPATHA HONOOKRIHS)

BaeseHo B Yipainy TopapucTBo 3 06MeKeH010 BIINOBIAAALHICTIO "MOJIbOAPMA
IOA", inenr. won: 42781598
(Hadimenysakis Ta ko 3a €/IPIOY lopuiuanol 0cobi alo upi3pHILe. iM's, no Barbkosi
piznanof 0cobH - nianpucni. 1T Micile NpoKHBAHIA Ta pecerpaliitinit nomep o6aikoBoT
KAPTEN HARTHARA NOAATKIB a0 Cepis 2 HoMep Nacnopia)

Mporokon sisyansuoro koutponio sin 16.04.2025 N 1247/01.10-25/3.

3a  pesynbTaTaMu ACPKABHOTO KOHTPOMO  BCTAHOBICHO, U0 nikapeskuil 3acif  sseseno B Yrpainy

JOTPUMAHHAM BUMOU 3aKONOLARCTSEA HI010 sabesnenciig skocTi gAapesrnx 3acobin.

HauanbHuk Muxona XOJIOIEHKO

(nocanona poio) (nianwe) (intidany Ta npizsuuie)




g POIpharms

wabnoH Bignosigae / template comply with SOP000421

PR# 2866846

CERTIFICATE OF COMPLIANCE

CEPTU®IKAT CEPIi FOTOBOI'O NIKAPCbKOTI'O 3ACOBY/
THE BATCH CERTIFICATE FOR MEDICINAL PRODUCT

1.Hasea npoaykty / Name of Product

ATEPA A (ATERA A)

2. Inpekc npoaykTy / Item code

TLML-0414-800

3. 3amoBHuk / Contractor

dapmaLesTuyHuiA 3asog NONTbOAPMA C.A.

4. Kpaina npuaHadenHs / Destination Country

Yrpaina/Ukraine

5. Homep peecTpauiiiHoro noceig4eHHs /
Marketing Authorization Number

UA/19120/01/01

6. Jlikapcbka dropma Ta fo3yBaHHsA /
Dosage form and dosage strength

Tabnetka/Tablet, 40 mr/mg, 5 Mr/mg

7. Poamip i Tun yrnakoBku /
Package size and packaging type

28 Tabnetok y bnicTepi /tablets/blisters

10. TepMmiH npuaaTHOCTI / Expiry date

8. Homep cepii rotoBoro npoaykry / Batch number 40225

of Finished Product

9. [ara surotoenexHs / Manufacturing date 02-02-2025
28-02-2027

11. KinbkicTe 04MHWUD (BKIIOYAO4M apXiBHi Ta
cTabineHi spaskw) / Quantity/ Units (including
retention samples and samples for stability tests)

KinbkicTb yriakosok Ans npofaxy/Quantity for sales 17 506
KinbkicTb ynakoBok gsist apxisy/Retention samples 17
KinbkicTe ynakosok Ha cTabinbHicTe/Stability tests 0

12. Hassa Ta agpeca/ Name and address of;

a) BupobHuui ginsiHkv / Manufacturing Site
b) Tecrosi ainsHkn/ Quality Control Site
¢) Micus nakysaHHs / Packaging Site

a) PapmaueBTuyHWY 3aeoa “Monsdapma’ C.A,,
Byn. MenbnnuHbcka 19, 83-200,
Craporapg 'aaHbeku, lMonbila
b) dapmaLesTUYHMA 3aBoa ‘Mornbdapma” C. A,
Byn. MenbnnuHecka 19, 83-200,
Craporapg 'aaHbeku, Nonblia
¢) dapmatiesTUunuii 3aBog “Monedapma” C. A,
Byn. MenbnnuHecka 19, 83-200,
Craporapg 'gadbcku, lMonblya

13. Homep nileHsii Ha BUpoBHULTBO / HOMEP
cepTudpikaty GMP BigrnosigHo n.12 / Manufacturing
license number/ GMP Certificate number according
to manufacturers mentioned in item 12

040/0105/15 IWSF.405.103.2022.1P.1
WTC/0105_02_03/239

16. Mpumitku/komenTapi / Remarks/Comments

14. Homep ceptudikata ananisy/Certificate of Analysis | 18294
15. KinbKicTb Ta HoMepwu BiaxuneHb (npu notpebi)/ 0
Amount and numbers of deviations (if necessary)

N/A

Lnv sacsiguyto, WO BCi cTagii BUPOBHMUTBA FOTOBOMO NiKapCbKOro 3acoby 6ynu nposeaeHi y rosHIN
BiANOBIAHOCTI A0 BUMOr HanexHo! BUPOBHUYOT NPaKTVKU Ta BUMOr PEECTpaLiiHOro MOCBIAYEHHS | MapKeTUHroBoro
JOCLE KpaiHW NPUSHAUESHHS, SKLLO NiKapChKUY 3acit npusHaueHw Ans puHky €sponeiicbkoro Cotosy.

| hereby certify that all the manufacturing stages of this batch of finished product have been carried out in full
compliance with the GMP requirements of the EU and [when within the EU] with the requirements of the Marketing

Authorisation(s) of the destination country/countries.

Llelt AOKyMEHT Mag enekTpoHHWIA MAnuc i € AiicHuM 6e3 BnacHopy4HOro nignucy /
This document was signed electronically and is valid without handwritten signature.

[ara / Date 2025-04-02 MNianvc ynosHosaskeHo! ocobm / Qualified Person Signature: Anita Siewruk

Page 1 of 1
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g PoIpharma

wzor zgodny z / template comply with SOP000421

PR# 2866846

CERTIFICATE OF COMPLIANCE
CERTYFIKAT SERII KONCOWEGO PRODUKTU LECZNICZEGO/
THE BATCH CERTIFICATE FOR MEDICINAL PRODUCT

1. Nazwa Produktu / Name of Product

Atera A

2. Indeks Produktu / ltem code

TLML-0414-800

3. Nazwa Klienta / Contractor

Zaktady Farmaceutyczne POLPHARMA S.A.

4. Kraj docelowy / Destination Country

Ukraina/Ukraine

5. Numer pozwolenia na dopuszczenie do obrotu /
Marketing Authorization Number

UA/19120/01/01

6. Postac farmaceutyczna produktu i dawka /
Dosage form and dosage strength

Tabletka/Tablet, 40 mg, 5 mg

7. Wielko$¢ i rodzaj opakowania / Package size and
packaging type

28 tablets/blisters

10. Termin waznosci / Expiry date

8. Numer serii Produktu / Batch number of Finished 40225

Product

9. Data wytworzenia / Manufacturing date 02-02-2025
28-02-2027

11. llos¢ opakowan (tgcznie z probkami archiwalnymi
do badan stabilnosci) / Quantity/ Units (including
retention samples and samples for stability tests)

llos¢ opakowan do sprzedazy/Quantity for sales 17506

llo$¢ opakowan do archiwum/Retention samples 17

llo$¢ opakowan na stabilnos¢ /Stability tests 0

12. Nazwa i adres / Name and address of:
a) Miejsca wytwarzania / Manufacturing Site
b) Miejsca badania / Quality Control Site
c) Miejsca pakowania / Packaging Site

a) Pharmaceutical Works POLPHARMA SA
83-200 Starogard Gdanski

19, Pelplinska Str.Poland

b) Pharmaceutical Works POLPHARMA SA
83-200 Starogard Gdanski

19, Pelplinska Str.Poland

c) Pharmaceutical Works POLPHARMA SA
83-200 Starogard Gdanski

19, Pelplinska Str.Poland

13. Numer zezwolenia na wytwarzanie / numer
certyfikatu GMP zgodnie z pkt.12 / Manufacturing
license number/ GMP Certificate number according
to manufacturers mentioned in item 12

040/0105/15 IWSF.405.103.2022.IP.1
WTC/0105_02_03/239

16. Uwagi/komentarze / Remarks/Comments

14. Numer Certyfikatu Analizy/Certificate of Analysis No.| 18294
15. llo$¢ i numery odchylen (jesli dotyczy) / Amount 0
and numbers of deviations (if necessary)

N/D

Niniejszym certyfikuje, ze wszystkie etapy wytwarzania koncowego produktu

leczniczego zostaly

przeprowadzone w peinej zgodnosci z wymaganiami Dobrej Praktyki Wytwarzania oraz wymaganiami pozwolenia i
dokumentaciji dotyczacej wprowadzenia do obrotu produktu leczniczego docelowego kraju przeznaczenia, jezeli produkt
leczniczy jest przeznaczony na rynek Unii Europejskiej.

| hereby certify that all the manufacturing stages of this batch of finished product have been carried out in full
compliance with the GMP requirements of the EU and [when within the EU] with the requirements of the Marketing
Authorisation(s) of the destination country/countries.

Dokument ten zostat podpisany elektronicznie i jest wazny bez podpisu odrgcznego /
This document was signed electronically and is valid without handwritten signature.

Data / Date: 2025-04-02 Podpis Osoby Wykwalifikowanej / Qualified Person Signature: Anita Siewruk

Page 1 of 1



waw polpharma

QUALITY CONTROL

Pharmaceutical Works POLPHARMA SA

Pelplinska 19, 83-200 Starogard Gdariski, Poland
Phone +48 58 563 16 00, Fax +48 58 562 23 53

Certificate of Analysis
ATERAA 0,04/0,005 X 28 TABL. /JUA/

Lot Name: 40225
Index: TLML-0414-800 Manufacturing date: 02/02/2025
Lot Size: 17506 packs Expiration date: 28/02/2027
Retain 17 packs
Sample
Quantity:
Specification: $/4-0392.01 ed.04
Bulk: QTML-2400-000 / 40225
Test Requirements Resuit
Appearance bilayered tablets, white to off-white on one side conforms
and pink on the other side, acceptable slight
speckles on the pink side, oblong, biconvex
Dimenslons of tablets
length of tablets 12.5 mm+ 0.3 mm 12,5 mm
width of tablets 6.0 mm £ 0.3 mm 6.0 mm
Tablets average weight 280 mg + 5% 285.6 mg
Friability not more than 1.0% 013 %
Uniformity of dosage units - uniformity of
content
AV telmisartan according to Ph.Eur. 2.9.40: AV<= 15.0% 1.7%
AV amlodipine according to Ph.Eur. 2.9.40: AV<= 15.0% 4.7 %
L 1
Identlfication liquld chromatography (HPLC
with UV diode array detector)
telmisartan - the retention time the retention time corresponds to the retention conforms
time of standard
telmisartan - the UV spectrum the UV spectrum corresponds to the spectrum of conforms
standard
amlodipine - the retention time the retention time corresponds to the retention conforms
time of standard
amlodipine - the UV spectrum the UV spectrum corresponds to the spectrum of conforms
standard
Water content in tablets not more than 5.0% 22%
Assay in 1 tablet
telmisartan 85.0% - 105.0% 99.7 %
amlodipine 95.0% - 105.0% 1001 %

Signed COA Number:18294
LIMS Lot Num: 32701

Page 1 of 3

CoA Sstup: Finished Product EN vi

Print date: 26/03/2025 12:33
Database: LIMSPROD



e PoOlpharma

QUALITY CONTROL
¥

ATERAA 0,04/0,005 X 28 TABL. /UA/

Pharmaceutical Works POLPHARMA SA

Pelplinska 19, 83-200 Starogard Gdanski, Poland

Phone +48 58 563 16 00, Fax +48 58 562 23 563

Lot Name: 40225
Index: TLML-0414-800 Manufacturing date: 02/02/2025
Lot Size: 17506 packs Expiration date: 28/02/2027
Retain 17 packs
Sample
Quantity:
Specification: S$/4-0392.01 od.04
Bulk: QTML-2400-000 / 40225

Lot meets the requirements of the registered specification
Note: Only tests performed are reported.

Esignature for COA

Dispositioned by: Daniel Jastrzebski Disposition date:

Head of Preparation Laboratory

This document was signed electronically and is valid without handwritten signature

Signed COA Number:18294
LIMS Lot Num: 32701 Page 3 of 3

26/03/2025

CoA Setup: Finished Product EN v1
Print date: 26/03/2025 12:33
Database: LIMSPROD



@apmanesmuntinil 3a600 «Honvpapmar CA.

ﬁ?ﬁfﬁﬁdf FENEE ayn. Menvnaunocka 19, 83-200, Cmapozapo Noanvexu, Monvn

Ten.: +48 58 563 16 00, haxc: +48 58 562 23 53

KOHTPOJIb AKOCTI

Ceprudikar anamuizy
ATEPA A 0,04/0,005 X 28 TABJL /UA/
Mapria: 40225

Inaeke: TLML-0414-800 JlaTa BupoGHNHTBA:
Posmip naprii: 17506 yn. Tepmin npuaaTHocTi:
Apxiinii spazox |7 ym.

Kin-rp:

Cuemndikanin: $/4-0392.01 pen.04

Hepozdacosana

NPOAYKHis: QTML-2400-000/40225

Tlapris Biznosinae BuMoram 3apeectposaHol cneundikanii.
[MpumiTia: TTOBIAOMASIOTECS PE3YJIBTATH NNLIE NPOBEACHHX BHIPOOYBaHb.

Enexrporuuil nianuc CA

Miarorysas(na): Jlaniens SlerpixemOChLKHii JaTta niAroTroBKu:
(Daniel Jastrzgbski)
Kepisnuk nigrotosuoi naboparopii

Lleii AOKYMEHT MiANUCaHWH B ENEKTPOHHOMY BUTNIALI Ta Aic Ge3 BNaCHOPYYHOTO nignucy

02.02.2025 p.
28.02.2027 p.

26.03.2025 p.

Homep nianncanoro CA: 18294 Hanawrrysanus CA: Uoronuit npoayir EN pea.t
Homep naprit UMS: 32701 Crop3al Jlata apyky: 26.03.2025 p. 12:33

basa nasnx: LIMSPROD
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